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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 12 June 2009 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 14-19,21 ,23 and 30-44 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 14-19.21.23 and 30-44 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 09/09 . 6) □ Other: . 
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Applicant's amendments and remarks filed 06/12/2009 have been received and reviewed. 
Claims 14-19, 21, 23 and 30-44 are now pending in this application. 

Claim Rejections - 35 USC § 112 

Claims 14-19, 21, 23 and 30-44 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

i) The "optional substituents" are not all substituents. That is, they are not radicals but classes of 
compounds which cannot reasonably be considered substituents. See for example, ether, acetals, 
the acids, amides and esters which arc classes of compounds. Appropriate correction is required, 
iv) Regarding the groups C3-20 heterocyclyl and C5-20, Applicants point to page 10, line 3 to page 
11, line 8 and page 11, line 10 to page 12, line 36 of the specification for support. The text 
starting at page 10, line 3 indicates that the C3-20 language is actually the number of atoms 
present in the heterocyclyl group (3-20 ring atoms) but these lines do not say which or how many 
heteroatoms are present, how many rings are present and what kind of ring is intended 
(saturated, monocyclic, etc.). 

As to the aryl group, it appears that the term includes heteroaryl. While Applicants can be 
their own lexicographer, a well know definition cannot be altered. A definition in the 
specification which distorts the meaning of an accepted term renders the claims confusing (In re 
Hill 73 USPQ 482). 

The "heteroaryl" should state, in addition to the number of atoms present, how many and 
what kind of heteroatoms are involved. 
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Claim 23 is now drawn to the treatment of leukemia. The specification does not provide 
enablement for the treatment of leukemia generally. No compound has ever been found that can 
treat leukemia generally even though massive efforts have been directed towards this end. Since 
this assertion is contrary to what is known in oncology, proof must be provided that this 
revolutionary assertion has merits. 

Leukemia is any malignant neoplasm of the blood-forming tissues. Leukemia can arise 
from many different sources. These include viruses such as EBV, which causes Burkitt's 
lymphoma, and HTLV-1, linked to certain T cell leukemias. Others are linked to genetic 
disorders, such as Fanconi's anemia, which is a familial disorder, and Down's Syndrome. Other 
leukemias are caused by exposure to carcinogens such as benzene, and some are actually caused 
by treatment with other neoplastic agents. Still other leukemias arise from ionizing radiation, and 
many are idiopathic. Leukemias also differ greatly in the morphology, degree of differentiation, 
body location (e.g. bone marrow, lymphoid organs, etc.) There are dozens of leukemias. There 
are B-Cell Neoplasms such as B-cell prolymphocyte leukemia and Hairy cell leukemia (HCL, a 
chronic leukemia). There are T-Cell Neoplasms such as T-cell prolymphocytic leukemia, 
aggressive NK cell leukemia, and T-cell granular Lymphocytic leukemia. There are different 
kinds of acute myeloid leukemias, acute promyelocytic leukemias, acute myelomonocytic 
leukemia, chronic myelomonocytic leukemia, acute monocytic leukemias, and erythroleukemias. 
There is also acute megakaryoblastic leukemia, acute promyelocytic leukemia, Multiple 
Myeloma, lymphoblastic leukemia, hypocellular acute myeloid leukemia, Ph-/BCR- myeloid 
leukemia, acute basophilic leukemia, and acute myleofibrosis. Chromic leukemias include 
chronic lymphocytic leukemia (CLL, which exists in a B-cell and a T-cell type), prolymphocytic 



Application/Control Number: 1 0/598,5 1 8 Page 4 

Art Unit: 1624 

leukemia (PLL), large granular lymphocytic leukemia (LGLL, which goes under several other 
names as well), chronic myelogenous leukemia (CML), chronic myelomonocytic leukemia, 
chronic granulocytic leukemia, chronic neutrophilic leukemia, chronic eosinophilic leukemia and 
many others. No compound has ever been found effective generally against leukemias because 
they are simply too diverse. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruck Kifle whose telephone number is 571-272-0668. The 
examiner can normally be reached on Mondays-Fridays from 8:30 AM -6:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bruck Kifle/ 
Primary Examiner 
Art Unit 1624 

BK 

September 23, 2009 



